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earned patent term adjustment. See 37 CFR 1 .704(b). 
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1 )KI Responsive to communication(s) filed on 28 July 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-25 is/are pending in the application. 

4a) Of the above claim(s) 7-19 and 21-23 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEI Claim(s) 1-6.20.24 and 25 is/are rejected. 
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8) D Claim(s) are subject to restriction and/or election requirement. 
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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

Claims 1-6, 20, 24 and 25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Edwardson et al. US 5,750,657, in view of Pfirrmann US 5,819,748 
or Beisel US 2006/01 41 007 A1 . 

Edwardson teaches a composition comprising fibrin sealant and antibiotic agents 
(abstract; column 22, lines 25-61; and claims 1, 17, 30 and 31). 

Edwardson does not expressly antibiotic agents include methylol transfer agent 
such as taurolidine or taurultam. 

Pfirrmann teaches antibacterial substance includes taurolidine and taurultam 
(column 1, lines 25-35). 

Beisel teaches antibiotic agent includes cefotaxime or taurolidine (paragraph 

0029). 

Thus, it would have been obvious to one of ordinary skill in the art to modify the 
fibrin sealant composition of Edwardson to include taurolidine and/or taurultam to obtain 
the claimed invention. This is because Pfirrmann teaches the advantageous results in 
the use of taurolidine and taurultam over antibiotic such as gentamycin (ID), because 
Pfirrmann teaches taurolidine and taurultam provide an extremely effective implant 
material (ID), because Beisel teaches that taurolidine is a well known antibiotic agent, 
and because Edwardson teaches the desirability for using antibiotic agents in the fibrin 
sealant composition. 
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Edwardson further does not expressly teach the concentration of the antibiotic 
agent in the composition. However, differences in concentration will not support the 
patentability of subject matter encompassed by the prior art unless there is evidence 
indicating such concentration is critical. Where the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum or workable ranges 
by routine experimentation. In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 
1955). Thus, it would have been obvious to one of ordinary skill in the art to, by routine 
experimentation determine a suitable amount of antibiotic agent for the composition 
depends in the desirable use. In the present case, it is noted that Edwardson teaches a 
fibrin sealant composition comprising antibiotic agent suitable for a wide variety of use 
(see claim 31). 

Pertinent Arts 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Pfirrmann '397 is cited for the teaching of a composition 
comprising taurolidine or taurultam, and a viscous polymer such as PVP. 

Conclusion 

Applicant's submission of an information disclosure statement under 37 CFR 
1 .97(c) with the fee set forth in 37 CFR 1 .17(p) on 07/28/08 prompted the new 
ground(s) of rejection presented in this Office action. Accordingly, THIS ACTION IS 
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MADE FINAL. See MPEP § 609.04(b). Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to S. Tran whose telephone number is (571) 272-0606. 
The examiner can normally be reached on M-F 8:00 am to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



IS. Tran/ 

Primary Examiner, Art Unit 1615 



